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(c) After the Food and Drug Adminis-
tration has completed such analysis of
an official sample of a food, drug, or
cosmetic as it determines, in the
course of analysis and interpretation of
analytical results, to be adequate to es-
tablish the respects, if any, in which
the article is adulterated or mis-
branded within the meaning of the act,
or otherwise subject to the prohibi-
tions of the act, and has reserved an
amount of the article it estimates to be
adequate for use as exhibits in the trial
of any case that may arise under the
act based on the sample, a part of the
sample, if any remains available, shall
be provided for analysis, upon written
request, by any person named on the
label of the article, or the owner there-
of, or the attorney or agent of such
person or owner, except when:

(1) After collection, the sample or re-
maining part thereof has become de-
composed or otherwise unfit for anal-
ysis, or

(2) The request is not made within a
reasonable time before the trial of any
case under the act, based on the sample
to which such person or owner is a
party. The person, owner, attorney, or
agent who requests the part of sample
shall specify the amount desired. A re-
quest from an owner shall be accom-
panied by a showing of ownership, and
a request from an attorney or agent by
a showing of authority from such per-
son or owner to receive the part of
sample. When two or more requests for
parts of the same sample are received
the requests shall be complied with in
the order in which they were received
so long as any part of the sample re-
mains available therefor.

(d) When an official sample of food,
drug, or cosmetic is the basis of a no-
tice given under section 305 of the act,
or of a case under the act, and the per-
son to whom the notice was given, or
any person who is a party to the case,
has no right under paragraph (c) of this
section to a part of the sample, such
person or his attorney or agent may
obtain a part of the sample upon re-
quest accompanied by a written waiver
of right under such paragraph (c) from
each person named on the label of the
article and owner thereof, who has not
exercised his right under such para-
graph (c). The operation of this para-
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graph shall be subject to the excep-
tions, terms, and conditions prescribed
in paragraph (c) of this section.

(e) The Food and Drug Administra-
tion is authorized to destroy:

(1) Any official sample when it deter-
mines that no analysis of such sample
will be made;

(2) Any official sample or part there-
of when it determines that no notice
under section 305 of the act, and no
case under the act, is or will be based
on such sample;

(3) Any official sample or part there-
of when the sample was the basis of a
notice under section 305 of the act, and
when, after opportunity for presen-
tation of views following such notice,
it determines that no other such no-
tice, and no case under the act, is or
will be based on such sample;

(4) Any official sample or part there-
of when the sample was the basis of a
case under the act which has gone to
final judgment, and when it determines
that no other such case is or will be
based on such sample;

(5) Any official sample or part there-
of if the article is perishable;

(6) Any official sample or part there-
of when, after collection, such sample
or part has become decomposed or oth-
erwise unfit for analysis;

(7) That part of any official sample
which is in excess of three times the
quantity it estimates to be sufficient
for analysis.

[42 FR 15559, Mar. 22, 1977, as amended at 63
FR 51299, Sept. 25, 1998]

§2.19 Methods of analysis.

Where the method of analysis is not
prescribed in a regulation, it is the pol-
icy of the Food and Drug Administra-
tion in its enforcement programs to
utilize the methods of analysis of the
AOAC INTERNATIONAL (AOAC) as
published in the latest edition (13th
Ed., 1980) of their publication ‘‘Official
Methods of Analysis of the Association
of Official Analytical Chemists,” and
the supplements thereto (‘‘Changes in
Methods’” as published in the March
issues of the ‘‘Journal of the Associa-
tion of Official Analytical Chemists’’),
which are incorporated by reference,
when available and applicable. Copies
are available from the AOAC INTER-
NATIONAL, 481 North Frederick Ave.,
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suite 500, Gaithersburg, MD 20877, or at
the National Archives and Records Ad-
ministration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/

code of federal regulations/

ibr locations.html. In the absence of an
AOAC method, the Commissioner will
furnish a copy of the particular meth-
od, or a reference to the published
method, that the Food and Drug Ad-
ministration will use in its enforce-
ment program. Other methods may be
used for quality control, specifications,
contracts, surveys, and similar non-
regulatory functions, but it is expected
that they will be calibrated in terms of
the method which the Food and Drug
Administration uses in its enforcement
program. Use of an AOAC method does
not relieve the practioner of the re-
sponsibility to demonstrate that he
can perform the method properly
through the use of positive and nega-
tive controls and recovery and repro-
ducibility studies.

[42 FR 15559, Mar. 22, 1977, as amended at 47
FR 946, Jan. 8, 1982; 54 FR 9034, Mar. 3, 1989;
70 FR 40880, July 15, 2005; 70 FR 67651, Nov. 8,
2005]

Subpart B—Human and Animal
Foods

§2.25 Grain seed treated with poi-
sonous substances; color identifica-
tion to prevent adulteration of
human and animal food.

(a) In recent years there has devel-
oped increasing use of poisonous treat-
ments on seed for fungicidal and other
purposes. Such treated seed, if con-
sumed, presents a hazard to humans
and livestock. It is not unusual for
stocks of such treated food seeds to re-
main on hand after the planting season
has passed. Despite the cautions re-
quired by the Federal Seed Act (53
Stat. 1275, as amended 72 Stat. 476, 7
U.S.C. 1551 et seq.) in the labeling of the
treated seed, the Food and Drug Ad-
ministration has encountered many
cases where such surplus stocks of
treated wheat, corn, oats, rye, barley,
and sorghum seed had been mixed with
untreated seed and sent to market for
food or feed use. This has resulted in
livestock injury and in legal actions
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under the Federal Food, Drug, and Cos-
metic Act against large quantities of
food adulterated through such admix-
ture of poisonous treated seeds with
good food. Criminal cases were brought
against some firms and individuals.
Where the treated seeds are promi-
nently colored, buyers and users or
processors of agricultural food seed for
food purposes are able to detect the ad-
mixture of the poisonous seed and thus
reject the lots; but most such buyers,
users, and processors do not have the
facilities or scientific equipment to de-
termine the presence of the poisonous
chemical at the time crops are deliv-
ered, in cases where the treated seeds
have not been so colored. A suitable
color for this use is one that is in suffi-
cient contrast to the natural color of
the food seed as to make admixture of
treated, denatured seeds with good food
easily apparent, and is so applied that
it is not readily removed.

(b) On and after December 31, 1964,
the Food and Drug Administration will
regard as adulterated any interstate
shipment of the food seeds wheat, corn,
oats, rye, barley, and sorghum bearing
a poisonous treatment in excess of a
recognized tolerance or treatment for
which no tolerance or exemption from
tolerance is recognized in regulations
promulgated pursuant to section 408 of
the Federal Food, Drug, and Cosmetic
Act, unless such seeds have been ade-
quately denatured by a suitable color
to prevent their subsequent inad-
vertent use as food for man or feed for
animals.

(c) Attention is called to the labeling
requirements of the Federal Hazardous
Substances Act, where applicable to de-
natured seeds in packages suitable for
household use.

§2.35 Use of secondhand containers
for the shipment or storage of food
and animal feed.

(a) Investigations by the Food and
Drug Administration, the National
Communicable Disease Center of the
U.S. Public Health Service, the Con-
sumer and Marketing Service of the
U.S. Department of Agriculture, and by
various State public health agencies
have revealed practices whereby food
and animal feed stored or shipped in
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